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[Client Logo]
Internal Auditing Procedure


1 Purpose

This procedure documents how audits are managed. This includes;

· Internal Audits 
· Second Party audits (audits of suppliers)

· Third Party audits (conducted by regulators)
This procedure provides instructions as to the scheduling, conducting, responding and closing of Internal and Second Party Audits, and as a guideline for any third party audits conducted at the facility.

1.1 References

Insert list of document references here
2 Flow-chart of Process

2.1 Internal Audit

















2.2 Second Party Audits
Follow the flow-chart as above, with the following exceptions;
· When scheduling audits with suppliers, liaise with them to ensure that the audit date scheduled is acceptable to them. Make sure that you do this well in advance of the requested audit date.
3 Internal Audit
3.1 Scheduling the audit
Audits are scheduled according to the date provided by the Audit Register. The date of next audit is automatically determined by the audit grading from the last closed audit. The audit grading is assigned based on the type of deficiencies and the acceptability of the responses.
NOTE: Auditors must not audit their current work area or laboratory. 
	Step
	Description



	1
	If..........

then..........

The area to be audited has not been audited before

Go to 2.

Determine date next audit is due to be scheduled.


	2
	Consult with auditee to select a date for the audit that is convenient for both parties.
Audits may be scheduled for a period of time, for example, 2 or more days. 

	3
	Send a meeting request to the auditee a minimum of 2 weeks prior to the audit date. If there is more than one auditor conducting the audit, include them in the meeting request.
Include in the meeting request the following information;

· Thank them for the providing you with the opportunity to audit them

· Provide some information as to the structure of the audit, for example – opening meeting time, break for lunch, closing meeting time)

· Explain the scope / purpose of the audit 

	4
	If..........

then..........

The meeting request is declined by the auditee

Liaise with auditee to reschedule to an acceptable date 

The meeting requests continue to be declined
Notify the Production Manager



3.2 Pre-audit preparation
	Step
	Description



	1
	Enter the audit in to the Audit Register to obtain the Audit number.

	2
	Prepare for the audit by;
· reviewing previous audit citations

· checking to see if there are any overdue documents for review

· reviewing any CAPAs (Corrective Actions / Preventative Actions) initiated by the area you are auditing
· reviewing procedures and picking out the critical points where you could ask questions to see that the process is being followed correctly.


3.3 Conducting the Audit
3.3.1 Opening meeting
	Step
	Description



	1
	Record the audit details on the ‘Internal Audit – Opening and Closing Meeting’ form.

	2
	Remember to thank the auditee/s for allowing you the opportunity to audit.

	3
	Complete Section A of the Internal Audit -Opening and Closing Meeting form.


3.3.2 Body of audit
	Step
	Description



	1
	Each auditor has their own unique auditing style. Some general rules for conducting an Internal audit are;
· Do not disrupt the routine operations of the area you are auditing. Ask permission from the manager before questioning staff, and only question them when they are not busy.

· The manager of the area is usually the person who answers the auditor’s questions, however they may delegate this task if they are not the subject matter expert.

· Request copies of documentation where there are potential deficiencies 
· Try and keep to your schedule. Allow time for you to prepare for the closing meeting. If you do run out of time, you may have to re-schedule the closing meeting, which will reduce the time that you have to write the report.


3.3.3 Closing meeting

	Step
	Description



	1
	The auditor is to make sure that they are prepared for the closing meeting. 

	2
	Remember to thank the auditee, and make sure to discuss the satisfactory findings as well as the identified deficiencies.

	3
	Explain that the identified deficiencies have not yet been categorised (with the exception of critical deficiencies which should be addressed on the day of the audit – refer to next section.)

	4
	Complete section B of the Internal Audit -Opening and Closing Meeting form.


3.4 Classification of deficiencies.

	Deficiency classification
	Definition

	Critical
	A deficiency which would significantly affect the safety or quality of the product, or the safety of staff.
Critical deficiencies require immediate corrective action.

	Major
	A deficiency which has the potential to affect the safety or quality of the product, or the safety of staff.

	Minor
	A deficiency which would not affect the safety or quality of product, but is a direct non-compliance with applicable standards or procedural processes.

	Improvement recommendations (IRs)
	Auditor observations where improvements to process could be made.


4 Issue Audit Report
	Step
	Description



	1
	Audit reports are to be issued within 2 weeks of the audit date.

To obtain the date that the report is due to be issued, enter the audit date in to the Internal Audit Register.
If the audit was conducted on more than one day, the date of the audit is entered on to the register as the last day of auditing.

	2
	The Audit Register provides the response due date and the date the audit is due to be closed. Make sure that these dates are included on the audit report.

	3
	Report is to be emailed to the auditee, the Quality Manager and the Production Manager on or before the date it is due to be issued.


5 Internal Audit response
	Step
	Description



	1
	The auditee must respond to the audit within 42 days after receiving the audit report. The response must be documented on the Internal Audit report.

Note: For critical deficiencies, the audit response is to be provided as soon as possible. For Major deficiencies, the auditor may provide the auditee with a time-frame for completion.

	2
	Ask the internal auditor for clarification if there are any difficulties with interpretation of audit deficiencies, or if assistance is required to determine causative factors for a deficiency.

	3
	Improvement recommendations do not require a root cause or evidence to be provided. The auditee may choose not to proceed with the recommendation. This is acceptable and should not delay closing of the audit.

	4
	All Critical and Major deficiencies must be investigated and documented by the initiation of a CAPA (Corrective Action Preventative Action form).

	5
	If..........

then..........

the audit was a facility audit
a root cause is not required. Write ‘N/A’.
the actions to be taken will not be completed before the audit response is due

record the expected time-frame for completion




6 Review Audit response
	Step
	Description



	1
	The internal auditor is to review the audit response as soon as possible, as the audit must be reviewed and closed within 56 days of receiving the response. This may sound like a long time, but if the first response is not satisfactory, further responses may be required.

	2
	The auditor must provide clear instructions to the auditee when asking for further information or evidence.

	3
	Make sure that all supporting evidence has been provided and is acceptable to address the deficiency.

	4
	Document the results of the review in the audit report (in the auditor use only section). Note that a deficiency may be reviewed multiple times, therefore there may be more than 1 row per deficiency.


7 Closing the audit
	Step
	Description



	1
	Critical and major deficiencies:
· CAPAs must be closed prior to closing the audit citation

· Where the deficiency cannot be rectified prior to the close-out due date, there must be a documented plan with time-frames submitted to the auditor.

	2
	The auditor is to make sure that all deficiencies have a close out date prior to closing the audit. 
Where there is a follow up required, it is the auditors’ responsibility to check that the intended actions have been completed on, or prior to that date. Use the ‘Follow up’ section to record details of these actions. 

	3
	Close the audit on both the Audit report and the Audit Register.

	4
	Collate all evidence and file with the audit report.
The audit report and evidence is (where possible) to be saved electronically, as a back-up in case of loss of the hard-copy file.


8 Quality review
The Quality Manager, or delegate reviews the audit report after it has been closed and assigns a grading to all routinely scheduled audits, based on the classification of the deficiencies. The grading system ensures that where high risk deficiencies have been identified, the area is re-audited in an appropriate time-frame consistent with the level of risk.
9 Second Party Audits

A Second Party audit is an audit of an external organisation which is a supplier, or intended supplier of critical materials, equipment, or service. The audit is conducted to provide assurance that the suppliers’ goods and services will not adversely affect the processes and/or product.
	Step
	Description



	1
	Approval must be obtained from the Production Manager to conduct a second party audit. 

	2
	Schedule the audit on a date that is suitable for the supplier and make sure that they have been made aware of the purpose and scope of the audit.

	3
	Prepare for the audit by reviewing any information related to the supplier that has been either sent to you by the supplier, or by viewing their web-site. You will need to work out what questions will provide you with the information you need to assess the suitability of the supplier to supply.

	4
	The Supplier Audit report is to be used to write up the audit deficiencies.

	5
	DO NOT ISSUE THE SUPPLIER AUDIT REPORT WITHOUT APPROVAL TO DO SO. The Production Manager is to review the Supplier Audit report and approve the report for issue to the supplier.


10 Third Party Audits

Third Party Audits are inspections that are scheduled by an external regulatory body, for example, the Therapeutic Goods Administration (TGA).
The Quality Manager or delegate must accompany the external auditors while they are on the premises. The auditors are permitted to ask questions of staff, review documentation and access laboratory areas. External auditors are to observe the rules in place for entry to restricted areas and may not enter Clean Rooms without permission and must be appropriately attired and accompanied by laboratory staff.
External auditors will issue an audit report and will provide an expected response date. The report must be distributed to the Production Manager and the Quality Manager.
The Quality Manager or delegate will consult with managers and staff to work on the audit response and collate evidence. The response and evidence must be submitted prior to the due date.
11 Internal Auditor accreditation

Internal auditors must undertake, as a minimum, a registered internal auditing course and must be selected based on such attributes as;

· Communication skills, both verbal and written

·  observational skills

·  knowledge and understanding of quality systems and concepts

Internal auditors must undergo a probation period prior to conducting an audit as a lead auditor as below;

· Observe 2 audits

· Conduct 1 audit with an experienced auditor

Recognition of prior learning may be granted to an experienced, qualified auditor.
Ongoing competency:

To maintain auditor competency, a minimum of 2 audits must be conducted in a 12 month period.
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